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game winning streak in this season’s play-
offs; 

Whereas Pat Burns, head coach of the New 
Jersey Devils, has enjoyed the kind of suc-
cess that has eluded so many other great 
coaches, winning his first Stanley Cup title 
in his first season as head coach of the Dev-
ils; 

Whereas Byron Scott, head coach of the 
New Jersey Nets, has guided the Nets to the 
most wins in franchise history, and has led 
them to the NBA Finals in 2 of his 3 seasons 
as head coach; 

Whereas Martin Brodeur, regarded by 
many as the premier playoff goaltender in 
hockey history, recorded 3 shutouts in the 
Finals, giving him 7 shutouts during this 
season’s playoffs and 20 during his illustrious 
postseason career; 

Whereas the outstanding playmaking abili-
ties of Jason Kidd, widely regarded as the 
best point guard in the NBA, has been key to 
the success of the Nets during the past 2 sea-
sons; 

Whereas the outstanding play of Ken 
Daneyko, Martin Brodeur, Scott Stevens, 
Sergei Brylin, and Scott Neidermayer has 
been a vital part of each of the 3 Stanley Cup 
Championships enjoyed by the New Jersey 
Devils organization; 

Whereas Jason Kidd has superb teammates 
in Brandon Armstrong, Jason Collins, 
Lucious Harris, Richard Jefferson, Anthony 
Johnson, Kerry Kittles, Donny Marshall, 
Kenyon Martin, Dikembe Mutombo, Rodney 
Rogers, Brian Scalabrine, Tamar Slay, and 
Aaron Williams, allowing the team to win its 
second consecutive NBA Eastern Conference 
championship; and 

Whereas the name of each Devils player 
will be inscribed on the Stanley Cup, includ-
ing Tommy Albelin, Jiri Bicek, Martin 
Brodeur, Sergei Brylin, Ken Daneyko, Patrik 
Elias, Jeff Friesen, Brian Gionta, Scott 
Gomez, Jamie Langenbrunner, John Madden, 
Grant Marshall, Jim McKenzie, Scott 
Niedermayer, Joe Nieuwendyk, Jay 
Pandolfo, Brian Rafalski, Pascal Rheaume, 
Mike Rupp, Corey Schwab, Richard 
Schmelik, Scott Stevens, Turner Stevenson, 
Oleg Tverdovsky, and Colin White: Now, 
therefore, be it 

Resolved, That the Senate congratulates— 
(1) the New Jersey Devils for their deter-

mination, perseverance, and excellence in 
winning the National Hockey League’s 2003 
Stanley Cup; and 

(2) the New Jersey Nets for their success 
during the 2002-2003 NBA season. 

f 

SENATE RESOLUTION 177—TO DI-
RECT THE SENATE COMMISSION 
ON ART TO SELECT AN APPRO-
PRIATE SCENE COMMEMORATING 
THE GREAT COMPROMISE OF 
OUR FOREFATHERS ESTAB-
LISHING A BICAMERAL. CON-
GRESS WITH EQUAL STATE REP-
RESENTATION IN THE UNITED 
STATES SENATE, TO BE PLACED 
IN THE LUNETTE SPACE IN THE 
SENATE RECEPTION ROOM IM-
MEDIATELY ABOVE THE EN-
TRANCE INTO THE SENATE 
CHAMBER LOBBY, AND TO AU-
THORIZE THE COMMITTEE ON 
RULES AND ADMINISTRATION TO 
OBTAIN TECHNICAL ADVICE AND 
ASSISTANCE IN CARRYING OUT 
ITS DUTIES 
Mr. DODD submitted the following 

resolution, which was referred to the 
Committee on Rules and Administra-
tion: 

S. RES. 177 
Resolved, That (a) a Member of the Senate 

or any other person may not remove a work 
of art, historical object, or an exhibit from 
the Senate wing of the Capitol or any Senate 
office building for personal use. 

(b) For purposes of this resolution, the 
term ‘‘work of art, historical object, or an 
exhibit’’ means an item, including furniture, 
identified on the list (and any supplement to 
the list) required by section 4 of Senate Res-
olution 382, 90th Congress, as enacted into 
law by section 901(a) of Public Law 100–696 (2 
U.S.C. 2104). 

(c) For purposes of this resolution, the 
Senate Commission on Art shall update the 
list required by section 4 of Senate Resolu-
tion 382, 90th Congress (2 U.S.C. 2104) every 6 
months after the date of adoption of this res-
olution and shall provide a copy of the up-
dated list to the Committee on Rules and 
Administration. 

f 

AMENDMENTS SUBMITTED & 
PROPOSED 

SA 936. Mr. NELSON of Florida submitted 
an amendment intended to be proposed by 
him to the bill S. 1, to amend title XVIII of 
the Social Security Act to make improve-
ments in the medicare program, to provide 
prescription drug coverage under the medi-
care program, and for other purposes; which 
was ordered to lie on the table. 

SA 937. Mr. NELSON of Florida submitted 
an amendment intended to be proposed by 
him to the bill S. 1, supra; which was ordered 
to lie on the table. 

SA 938. Mr. NELSON of Florida submitted 
an amendment intended to be proposed by 
him to the bill S. 1, supra; which was ordered 
to lie on the table. 

SA 939. Mr. DASCHLE (for himself, Mr. 
NELSON of Nebraska, Ms. MIKULSKI, and Mr. 
JOHNSON) proposed an amendment to the bill 
S. 1, supra. 

SA 940. Mr. KERRY submitted an amend-
ment intended to be proposed by him to the 
bill S. 1, supra; which was ordered to lie on 
the table. 

SA 941. Mr. WYDEN (for himself, Mrs. 
MURRAY, and Mr. SMITH) submitted an 
amendment intended to be proposed by him 
to the bill S. 1, supra; which was ordered to 
lie on the table. 

SA 942. Ms. CANTWELL submitted an 
amendment intended to be proposed by her 
to the bill S. 1, supra; which was ordered to 
lie on the table. 

SA 943. Ms. CANTWELL submitted an 
amendment intended to be proposed by her 
to the bill S. 1, supra; which was ordered to 
lie on the table. 

SA 944. Mr. ENZI (for Ms. CANTWELL) pro-
posed an amendment to amendment SA 932 
proposed by Mr. ENZI (for himself, Mr. REED, 
and Mr. PRYOR) to the bill S. 1, supra. 

SA 945. Mr. GREGG (for himself, Mr. SCHU-
MER, Mr. MCCAIN, Mr. KENNEDY, Mr. ROB-
ERTS, Mr. EDWARDS, Ms. COLLINS, Mr. LEAHY, 
Mr. JOHNSON, Mr. FEINGOLD, Mr. HARKIN, Mr. 
KOHL, Mr. SMITH, Ms. STABENOW, Mr. MIL-
LER, and Mr. COLEMAN) proposed an amend-
ment to the bill S. 1, supra. 

SA 946. Mr. DORGAN (for himself, Ms. STA-
BENOW, Mr. JEFFORDS, Ms. SNOWE, Mr. JOHN-
SON, Mr. LEAHY, Mrs. BOXER, Mr. PRYOR, Mr. 
FEINGOLD, and Ms. COLLINS) proposed an 
amendment to the bill S. 1, supra. 

SA 947. Mr. FRIST (for Mr. COCHRAN (for 
himself, Mr. FRIST, Mr. BREAUX, and Mr. 
SANTORUM)) proposed an amendment to 
amendment SA 946 proposed by Mr. DORGAN 
(for himself, Ms. STABENOW, Mr. JEFFORDS, 
Ms. SNOWE, Mr. JOHNSON, Mr. LEAHY, Mrs. 
BOXER, Mr. PRYOR, Mr. FEINGOLD, and Ms. 
COLLINS) to the bill S. 1, supra. 

SA 948. Mr. GRAHAM, of South Carolina 
submitted an amendment intended to be pro-
posed by him to the bill S. 1, supra; which 
was ordered to lie on the table. 

SA 949. Mr. HARKIN submitted an amend-
ment intended to be proposed by him to the 
bill S. 1, supra; which was ordered to lie on 
the table. 

SA 950. Mr. PRYOR submitted an amend-
ment intended to be proposed by him to the 
bill S. 1, supra; which was ordered to lie on 
the table. 

f 

TEXT OF AMENDMENTS 
SA 936. Mr. NELSON of Florida sub-

mitted an amendment intended to be 
proposed by him to the bill S. 1, to 
amend title XVIII of the Social Secu-
rity Act to make improvements in the 
medicare program, to provide prescrip-
tion drug coverage under the medicare 
program, and for other purposes; which 
was ordered to lie on the table, as fol-
lows: 

At the end of subtitle C of title II, add the 
following: 
SEC. ll. EXTENSION OF DEMONSTRATION FOR 

ESRD MANAGED CARE. 
The Secretary shall extend without inter-

ruption, through December 31, 2007, the ap-
proval of the demonstration project, Con-
tract No. H1021, under the authority of sec-
tion 2355(b)(1)(B)(iv) of the Deficit Reduction 
Act of 1984, as amended by section 13567 of 
the Omnibus Reconciliation Act of 1993. Such 
approval shall be subject to the terms and 
conditions in effect for the 2002 project year 
with respect to eligible participants and cov-
ered benefits. The Secretary shall set the 
monthly capitation rate for enrollees on the 
basis of the reasonable medical and direct 
administrative costs of providing those bene-
fits to such participants. 

SA 937. Mr. NELSON of Florida sub-
mitted an amendment intended to be 
proposed by him to the bill S. 1, to 
amend title XVIII of the Social Secu-
rity Act to make improvements in the 
medicare program, to provide prescrip-
tion drug coverage under the medicare 
program, and for other purposes; which 
was ordered to lie on the table, as fol-
lows: 

At the end of subtitle B of title IV, add the 
following: 
SEC. ll. PROHIBITION OF INCIDENTAL FEES 

AND REQUIRED PURCHASE OF NON-
COVERED ITEMS OR SERVICES 
UNDER MEDICARE. 

(a) IN GENERAL.—Section 1842 (42 U.S.C. 
1395u) is amended by adding at the end the 
following new subsection: 

‘‘(u) PROHIBITION OF INCIDENTAL FEES OR 
REQUIRING PURCHASE OF NONCOVERED ITEMS 
OR SERVICES.— 

‘‘(1) IN GENERAL.—A physician, practitioner 
(as described in section 1842(b)(18)(C)), or 
other individual may not— 

‘‘(A) charge a membership fee or any other 
incidental fee to a medicare beneficiary (as 
defined in section 1802(b)(5)(A)); or 

‘‘(B) require a medicare beneficiary (as so 
defined) to purchase a noncovered item or 
service, 

as a prerequisite for the provision of a cov-
ered item or service to the beneficiary under 
this title. 

‘‘(2) CONSTRUCTION.—Nothing in this sub-
section shall be construed to apply the prohi-
bition under paragraph (1) to a physician, 
practitioner, or other individual described in 
such subsection who does not accept any 
funds under this title.’’. 
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(b) EFFECTIVE DATE.—The amendment 

made by subsection (a) shall apply to mem-
bership fees and other charges made, or pur-
chases of items and services required, on or 
after the date of enactment of this Act. 

SA 938. Mr. NELSON of Florida sub-
mitted an amendment intended to be 
proposed by him to the bill S. 1, to 
amend title XVIII of the Social Secu-
rity Act to make improvements in the 
medicare program, to provide prescrip-
tion drug coverage under the medicare 
program, and for other purposes; which 
was ordered to lie on the table; as fol-
lows: 

At the end of subtitle B of title IV, add the 
following: 
SEC. ll. GAO STUDY AND REPORT ON THE 

PROPAGATION OF CONCIERGE 
CARE. 

(a) STUDY.— 
(1) IN GENERAL.—The Comptroller General 

of the United States shall conduct a study on 
concierge care (as defined in paragraph (2)) 
to determine the extent to which such care— 

(A) is used by medicare beneficiaries (as 
defined in section 1802(b)(5)(A) of the Social 
Security Act (42 U.S.C. 1395a(b)(5)(A))); and 

(B) has impacted upon the access of medi-
care beneficiaries (as so defined) to items 
and services for which reimbursement is pro-
vided under the medicare program under 
title XVIII of the Social Security Act (42 
U.S.C. 1395 et seq.). 

(2) CONCIERGE CARE.—In this section, the 
term ‘‘concierge care’’ means an arrange-
ment under which, as a prerequisite for the 
provision of a health care item or service to 
an individual, a physician, practitioner (as 
described in section 1842(b)(18)(C) of the So-
cial Security Act (42 U.S.C. 1395u(b)(18)(C))), 
or other individual— 

(A) charges a membership fee or another 
incidental fee to an individual desiring to re-
ceive the health care item or service from 
such physician, practitioner, or other indi-
vidual; or 

(B) requires the individual desiring to re-
ceive the health care item or service from 
such physician, practitioner, or other indi-
vidual to purchase an item or service. 

(b) REPORT.—Not later than the date that 
is 12 months after the date of enactment of 
this Act, the Comptroller General of the 
United States shall submit to Congress a re-
port on the study conducted under sub-
section (a)(1) together with such rec-
ommendations for legislative or administra-
tive action as the Comptroller General deter-
mines to be appropriate. 

SA 939. Mr. DASCHLE (for himself, 
Mr. NELSON of Nebraska, Ms. MIKULSKI, 
and Mr. JOHNSON) proposed an amend-
ment to the bill S. 1, to amend title 
XVIII of the Social Security Act to 
make improvements in the medicare 
program, to provide prescription drug 
coverage under the medicare program, 
and for other purposes; as follows: 

On page 103, strike lines 10 though 13 and 
insert the following: 

‘‘(B) the lesser of— 
‘‘(i) the amount by which the monthly plan 

premium approved by the Administrator for 
the plan exceeds the amount of the monthly 
national average premium; or 

‘‘(ii) in the case of an eligible beneficiary 
who is enrolled in a Medicare Prescription 
Drug plan that provides standard prescrip-
tion drug coverage or an actuarially equiva-
lent prescription drug coverage and does not 
provide additional prescription drug cov-
erage pursuant to section 1860D–6(a)(2), an 

amount equal to 10 percent of the amount of 
the monthly national average premium. 

On page 77, strike lines 10 through 22 and 
insert the following: 

‘‘(A) IN GENERAL.—In the case of an eligible 
beneficiary receiving access to qualified pre-
scription drug coverage through enrollment 
with an entity with a contract under para-
graph (1)(B), the monthly beneficiary obliga-
tion of such beneficiary for such enrollment 
shall be an amount equal to the lesser of— 

‘‘(i) the applicable percent (for the area in 
which the beneficiary resides, as determined 
under section 1860D–17(c)) of the monthly na-
tional average premium (as computed under 
section 1860D–15) for the year as adjusted 
using the geographic adjuster under subpara-
graph (B); or 

‘‘(ii) 110 percent of an amount equal to the 
applicable percent (as determined under sec-
tion 1860D–17(c) before any adjustment under 
paragraph (2) of such section) of the monthly 
national average premium (as computed 
under section 1860D–15 before any adjust-
ment under subsection (b) of such section) 
for the year. 

SA 940. Mr. KERRY submitted an 
amendment intended to be proposed by 
him to the bill S. 1, to amend title 
XVIII of the Social Security Act to 
make improvements in the medicare 
program, to provide prescription drug 
coverage under the medicare program, 
and for other purposes; which was or-
dered to lie on the table; as follows: 

On page 200, between lines 13 and 14, insert 
the following: 
SEC. ll. ACCESS TO DISCOUNTED PRESCRIP-

TION DRUGS. 
(a) IN GENERAL.—From amounts made 

available under subsection (c), the Secretary 
of Health and Human Services shall award 
grants to covered entities described in sec-
tion 340B(a)(4) of the Public Health Service 
Act (42 U.S.C. 256b(a)(4)) to enable such enti-
ties to pay the start-up costs associated with 
the establishment of pharmacies to provide 
covered drugs under such section 340B. 

(b) APPLICATION.—To be eligible to receive 
a grant under subsection (a), a covered enti-
ty shall prepare and submit to the Secretary 
of Health and Human Services an application 
at such time, in such manner, and con-
taining such information as the Secretary 
may require. 

(c) FUNDING.—There shall be made avail-
able from the Prescription Drug Account es-
tablished under section 1860DD-25 of the So-
cial Security Act, $300,000,000 to carry out 
this section. Amounts made available under 
this subsection shall remain available until 
expended. 

SA 941. Mr. WYDEN (for himself, 
Mrs. MURRAY, and Mr. SMITH) sub-
mitted an amendment intended to be 
proposed by him to the bill S. 1, to 
amend title XVIII of the Social Secu-
rity Act to make improvements in the 
medicare program, to provide prescrip-
tion drug coverage under the medicare 
program, and for other purposes; which 
was ordered to lie on the table; as fol-
lows: 

At the end of title IV, add the following: 
SEC. ll. MEDPAC STUDY ON MEDICARE PAY-

MENTS AND EFFICIENCIES IN THE 
HEALTH CARE SYSTEM. 

Not later than 18 months after the date of 
enactment of this Act, the Medicare Pay-
ment Advisory Commission established 
under section 1805 of the Social Security Act 
(42 U.S.C. 1395b–6) shall provide Congress 
with recommendations to recognize and re-

ward, within payment methodologies for 
physicians and hospitals established under 
the medicare program under title XVIII of 
the Social Security Act, efficiencies, and the 
lower utilization of services created by the 
practice of medicine in historically efficient 
and low-cost areas. Measures of efficiency 
recognized in accordance with the preceding 
sentence shall include— 

(1) shorter hospital stays than the national 
average; 

(2) fewer physician visits than the national 
average; 

(3) fewer laboratory tests than the national 
average; 

(4) a greater utilization of hospice services 
than the national average; and 

(5) the efficacy of disease management and 
preventive health services. 

SA 942. Ms. CANTWELL submitted 
an amendment intended to be proposed 
by her to the bill S. 1, to amend title 
XVIII of the Social Security Act to 
make improvements in the medicare 
program, to provide prescription drug 
coverage under the medicare program, 
and for other purposes; which was or-
dered to lie on the table; as follows: 

On page 204, after line 22, insert the fol-
lowing: 
SEC. 133. PHARMACY BENEFIT MANAGERS 

TRANSPARENCY REQUIREMENTS. 
(a) MEDICARE.—Subpart 3 of part D of title 

XVIII of the Social Security Act (as added by 
section 101) is amended by adding at the end 
the following new section: 

‘‘PHARMACY BENEFIT MANAGERS 
TRANSPARENCY REQUIREMENTS 

‘‘SEC. 1860D–27. Notwithstanding any other 
provision of law, an eligible entity offering a 
Medicare Prescription Drug plan under this 
part or a MedicareAdvantage organization 
offering a MedicareAdvantage plan under 
part C shall not enter into a contract with 
any pharmacy benefit manager (in this sec-
tion referred to as a ‘PBM’) to manage the 
prescription drug coverage provided under 
such plan, or to control the costs of such 
coverage, unless the PBM satisfies the fol-
lowing requirements: 

‘‘(1) The PBM is not owned by a pharma-
ceutical manufacturing company. 

‘‘(2) The PBM agrees to pass along any cost 
savings negotiated with a pharmacy to the 
Medicare Prescription Drug plan or the 
MedicareAdvantage plan. 

‘‘(3) The PBM agrees to make public on an 
annual basis the percent of manufacturer’s 
rebates received by the PBM that is passed 
back to the Medicare Prescription Drug plan 
or the MedicareAdvantage plan on a drug-by- 
drug basis. 

‘‘(4) The PBM agrees to provide, at least 
annually, the Medicare Prescription Drug 
plan or the MedicareAdvantage plan with all 
financial and utilization information re-
quested by the plan relating to the provision 
of benefits to eligible beneficiaries through 
the PBM and all financial and utilization in-
formation relating to services provided to 
the plan. A PBM providing information 
under this paragraph may designate that in-
formation as confidential. Information des-
ignated as confidential by a PBM and pro-
vided to a plan under this paragraph may not 
be disclosed to any person without the con-
sent of the PBM. 

‘‘(5) The PBM agrees to provide, at least 
annually, the Medicare Prescription Drug 
plan or the MedicareAdvantage plan with all 
financial terms and arrangements for remu-
neration of any kind that apply between the 
PBM and any prescription drug manufac-
turer or labeler, including formulary man-
agement and drug-switch programs, edu-
cational support, claims processing and 
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pharmacy network fees that are charged 
from retail pharmacies and data sales fees. 

‘‘(6) The PBM agrees to disclose the retail 
cost of a prescription drug upon request by a 
consumer.’’. 

(b) EMPLOYEE RETIREMENT INCOME SECU-
RITY ACT OF 1974.— 

(1) IN GENERAL.—Subpart B of part 7 of sub-
title B of title I of the Employee Retirement 
Income Security Act of 1974 (29 U.S.C. 1185 et 
seq.) is amended by adding at the end the fol-
lowing: 
‘‘SEC. 714. PHARMACY BENEFIT MANAGERS 

TRANSPARENCY REQUIREMENTS. 
‘‘The provisions of section 1860D–27 of the 

Social Security Act shall apply to a group 
health plan, and a health insurance issuer 
providing health insurance coverage in con-
nection with a group health plan, in the 
same manner as such provisions apply to an 
eligible entity offering a Medicare Prescrip-
tion Drug plan under part D of title XVIII of 
the Social Security Act or to a 
MedicareAdvantage organization offering a 
MedicareAdvantage plan under part C of 
title XVIII of that Act.’’. 

(2) CLERICAL AMENDMENT.—The table of 
contents in section 1 of the Employee Retire-
ment Income Security Act of 1974 is amended 
by inserting after the item relating to sec-
tion 713 the following: 
‘‘Sec. 714. Pharmacy benefit managers trans-

parency requirements.’’. 

(3) EFFECTIVE DATES.—The amendments 
made by this subsection shall apply with re-
spect to plan years beginning on or after the 
date of enactment of this Act. 

(c) AMENDMENTS TO THE PUBLIC HEALTH 
SERVICE ACT RELATING TO THE GROUP MAR-
KET.— 

(1) IN GENERAL.—Subpart 2 of part A of 
title XXVII of the Public Health Service Act 
(42 U.S.C. 300gg-4 et seq.) is amended by add-
ing at the end the following: 
‘‘SEC. 2707. PHARMACY BENEFIT MANAGERS 

TRANSPARENCY REQUIREMENTS. 
‘‘The provisions of section 1860D–27 of the 

Social Security Act shall apply to a group 
health plan and a health insurance issuer 
providing health insurance coverage in con-
nection with a group health plan, in the 
same manner as such provisions apply to an 
eligible entity offering a Medicare Prescrip-
tion Drug plan under part D of title XVIII of 
the Social Security Act or to a 
MedicareAdvantage organization offering a 
MedicareAdvantage plan under part C of 
title XVIII of that Act.’’. 

(2) EFFECTIVE DATE.—The amendment 
made by this subsection shall apply to group 
health plans and health insurance issuers in 
connection with group health plans for plan 
years beginning on or after the date of enact-
ment of this Act. 

(d) AMENDMENT TO THE PUBLIC HEALTH 
SERVICE ACT RELATING TO THE INDIVIDUAL 
MARKET.— 

(1) IN GENERAL.—The first subpart 3 of part 
B of title XXVII of the Public Health Service 
Act (42 U.S.C. 300gg-51 et seq.) is amended— 

(A) by redesignating such subpart as sub-
part 2; and 

(B) by adding at the end the following: 
‘‘SEC. 2753. PHARMACY BENEFIT MANAGERS 

TRANSPARENCY REQUIREMENTS. 
‘‘The provisions of section 1860D–27 of the 

Social Security Act shall apply to health in-
surance coverage offered by a health insur-
ance issuer in the individual market in the 
same manner as they apply to an eligible en-
tity offering a Medicare Prescription Drug 
plan under part D of title XVIII of the Social 
Security Act or to a MedicareAdvantage or-
ganization offering a MedicareAdvantage 
plan under part C of title XVIII of that 
Act.’’. 

(2) EFFECTIVE DATE.—The amendment 
made by subsection (c)(1)(B) shall apply with 

respect to health insurance coverage offered, 
sold, issued, renewed, in effect, or operated 
in the individual market on or after the date 
of enactment of this Act. 

(e) AMENDMENTS TO THE INTERNAL REVENUE 
CODE OF 1986.— 

(1) IN GENERAL.—Subchapter B of chapter 
100 of the Internal Revenue Code of 1986 is 
amended by inserting after section 9812 the 
following: 
‘‘SEC. 9813. PHARMACY BENEFIT MANAGERS 

TRANSPARENCY REQUIREMENTS. 
‘‘The provisions of section 1860D–27 of the 

Social Security Act shall apply to a group 
health plan in the same manner as they 
apply to an eligible entity offering a Medi-
care Prescription Drug plan under part D of 
title XVIII of the Social Security Act or to 
a MedicareAdvantage organization offering a 
MedicareAdvantage plan under part C of 
title XVIII of that Act.’’. 

(2) CLERICAL AMENDMENT.—The table of 
contents for chapter 100 of such Code is 
amended by inserting after the item relating 
to section 9812 the following 
‘‘Sec. 9813. Required coverage of young 

adults.’’. 

(3) EFFECTIVE DATE.—The amendments 
made by this subsection shall apply with re-
spect to plan years beginning on or after the 
date of enactment of this Act. 

SA 943. Ms. CANTWELL submitted 
an amendment intended to be proposed 
by her to the bill S. 1, to amend title 
XVIII of the Social Security Act to 
make improvements in the medicare 
program, to provide prescription drug 
coverage under the medicare program, 
and for other purposes; which was or-
dered to lie on the table; as follows: 

On page 516, after line 22, add the fol-
lowing: 
SEC. ll. INCENTIVE PAYMENT IN MEDICARE 

HEALTH PROFESSIONAL SHORTAGE 
AREAS DEMONSTRATION PROJECT. 

Title XVIII of the Social Security Act (42 
U.S.C. 1395 et seq.) is amended by adding at 
the end the following new section: 
‘‘INCENTIVE PAYMENTS IN MEDICARE HEALTH 

PROFESSIONAL SHORTAGE AREAS DEMONSTRA-
TION PROJECT 
‘‘SEC. 1897. (a) ESTABLISHMENT.— 
‘‘(1) IN GENERAL.—The Secretary shall es-

tablish a demonstration project under 
which— 

‘‘(A) pursuant to paragraph (3), the Sec-
retary designates areas in a State selected 
under paragraph (5) as medicare health pro-
fessional shortage areas; and 

‘‘(B) an incentive payment is provided 
under part B to primary care physicians for 
each physician’s service (as defined in sec-
tion 1861(q)) that is furnished in a medicare 
health professional shortage area to an indi-
vidual enrolled under such part. 

‘‘(2) PRIMARY CARE PHYSICIAN DEFINED.— 
For purposes of this section, the term ‘pri-
mary care physician’ has the meaning given 
such term for purposes of designating health 
professional shortage areas under section 
332(a) of the Public Health Service Act (42 
U.S.C. 254e(a)). 

‘‘(3) DESIGNATION OF AREAS.—The Secretary 
shall designate an area in a State selected 
under paragraph (5) as a medicare health 
professional shortage area if the Secretary 
determines, using the methodology estab-
lished under subsection (b)(1)(B), that indi-
viduals enrolled under part B and residing in 
the area have inadequate access to primary 
care physicians. 

‘‘(4) TERMS AND CONDITIONS.— 
‘‘(A) INCENTIVE PAYMENT IN ADDITION TO 

PAYMENT OTHERWISE MADE.— 

‘‘(i) IN GENERAL.—Subject to clause (ii), the 
incentive payment made under the dem-
onstration project for a physician’s service 
shall be in addition to the amount otherwise 
made for the service under part B. 

‘‘(ii) NO PAYMENTS UNDER THE INCENTIVE 
PAYMENT PROGRAM IN A DEMONSTRATION 
STATE DURING OPERATION OF THE DEMONSTRA-
TION PROGRAM.—Subject to subparagraph (D), 
notwithstanding section 1833(m), during the 
operation of the demonstration project in a 
State selected under paragraph (5), the Sec-
retary may not make any incentive payment 
to any physician under such section for any 
service furnished in any part of such State, 
regardless of— 

‘‘(I) whether the physician is eligible for 
bonus payments under the demonstration 
program; and 

‘‘(II) where the service was furnished in the 
State. 

‘‘(B) AMOUNT OF INCENTIVE PAYMENT.—The 
amount of the incentive payment for a phy-
sician’s service furnished under the dem-
onstration project shall be an amount equal 
to 40 percent of the payment amount for the 
service under part B. 

‘‘(C) NO EFFECT ON AMOUNT OF COINSURANCE 
AN INDIVIDUAL IS REQUIRED TO PAY.—The 
amount of any coinsurance that an indi-
vidual enrolled under part B is responsible 
for paying with respect to a physicians’ serv-
ice furnished to the individual shall be deter-
mined as if this section had not been en-
acted. 

‘‘(D) NO EFFECT ON PAYMENTS TO CRITICAL 
ACCESS HOSPITALS.—The amount of payment 
for outpatient critical access services of a 
critical access hospital under section 1834(g) 
shall be determined as if this section had not 
been enacted. 

‘‘(5) DEMONSTRATION SITES.—The Secretary 
shall conduct the demonstration project in 5 
States selected by the Secretary as dem-
onstration sites. 

‘‘(6) AUTOMATION OF INCENTIVE PAYMENTS.— 
‘‘(A) IN GENERAL.—Under the demonstra-

tion project, incentive payments under para-
graph (1)(B) to a primary care physician 
shall be made automatically to the physi-
cian rather than the physician being respon-
sible for determining when a payment is re-
quired to be made under that paragraph. 

‘‘(B) INCENTIVE PAYMENT BASED ON ZIP 
CODES.—In order to comply with subpara-
graph (A), the Secretary shall establish pro-
cedures in which the amount of payment 
otherwise made for a physician’s service is 
automatically increased by the amount of 
the incentive payment under the demonstra-
tion project if the service was furnished in 
any zip code that is entirely or partially in 
a designated medicare health professional 
shortage area in a State selected under para-
graph (5). 

‘‘(7) DURATION.—The demonstration project 
shall be conducted for a 3-year period. The 
period for establishing the methodology 
under subsection (b) shall not be counted for 
purposes determining such 3-year period. 

‘‘(b) ESTABLISHMENT OF METHODOLOGY FOR 
ASSISTING SECRETARY IN DESIGNATING MEDI-
CARE HEALTH PROFESSIONAL SHORTAGE 
AREAS.— 

‘‘(1) IN GENERAL.—The Secretary shall se-
lect 1 or more Federal rural health research 
centers within the Health Resources Services 
Administration to establish a methodology 
to assist the Secretary in designating areas 
within the States selected under subsection 
(a)(5) as medicare health professional short-
age areas pursuant to subsection (a)(3). 

‘‘(2) RULES FOR ESTABLISHING METHOD-
OLOGY.— 

‘‘(A) IN GENERAL.—The methodology estab-
lished under paragraph (1) shall address— 
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‘‘(i) how to measure the percentage of the 

total population in an area that consists of 
individuals enrolled under part B; and 

‘‘(ii) the appropriate ratio of such individ-
uals to primary care physicians in an area in 
order to ensure that such individuals have 
adequate access to services furnished by such 
physicians. 

‘‘(B) METHODOLOGY MAY BE SIMILAR TO 
METHODOLOGIES USED UNDER THE PUBLIC 
HEALTH SERVICE ACT.—The methodology es-
tablished under paragraph (1) may be similar 
to methodologies utilized by the Secretary 
for designating areas, and population groups 
within areas, as health professional shortage 
areas under section 332(a) of the Public 
Health Service Act (42 U.S.C. 254e(a)). 

‘‘(C) CONSULTATION.—The Federal rural 
health research centers selected under para-
graph (1) shall consult with the State and 
local medical societies of the States selected 
under subsection (a)(5) in establishing the 
methodology under paragraph (1). 

‘‘(c) NO EFFECT ON DESIGNATION AS A 
HEALTH PROFESSIONAL SHORTAGE AREA.—Ex-
cept as provided in subsection (a)(4)(A)(ii), 
the designation of an area as a medicare 
health professional shortage area under sub-
section (a)(3) shall have no effect on the des-
ignation of such area as a health professional 
shortage area under section 332(a) of the 
Public Health Service Act (42 U.S.C. 254e(a)). 

‘‘(d) WAIVER AUTHORITY.—The Secretary 
may waive such requirements of title XI and 
this title as may be necessary for the pur-
pose of carrying out the demonstration 
project. 

‘‘(e) REPORT.— 
‘‘(1) IN GENERAL.—Not later than 6 months 

after the completion of the demonstration 
project, the Secretary shall submit to Con-
gress a report on such project. 

‘‘(2) CONTENTS.—The report submitted 
under paragraph (1) shall contain— 

‘‘(A) an evaluation of whether the dem-
onstration project has had the effect of sta-
bilizing, maintaining, or increasing access of 
individuals enrolled under part B to physi-
cians’ services furnished by primary care 
physicians, including whether the amount of 
the incentive payment is adequate to sta-
bilize, maintain, or increase such access and 
if not, then what amount will; 

‘‘(B) a comparison of the effectiveness of 
the demonstration project in stabilizing, 
maintaining, or increasing such access with 
the effectiveness of other Federal, State, and 
local programs, such as the incentive pro-
gram under section 1833(m), that are de-
signed to stabilize, maintain, or increase 
such access; 

‘‘(C) recommendations for such legislation 
and administrative actions as the Secretary 
considers appropriate; and 

‘‘(D) any other items that the Secretary 
considers appropriate. 

‘‘(f) FUNDING.— 
‘‘(1) INCENTIVE PAYMENTS.—The Secretary 

shall use funds in the Federal Supple-
mentary Medical Insurance Trust Fund 
under section 1841 to make the incentive 
payments under this section. 

‘‘(2) ESTABLISHMENT OF METHODOLOGY.— 
‘‘(A) IN GENERAL.—There is authorized to 

be appropriated $6,000,000 to establish the 
methodology under subsection (b)(1). 

‘‘(B) AVAILABILITY.—Any amounts appro-
priated pursuant to subparagraph (A) shall 
remain available until expended.’’. 

SA 944. Mr. ENZI (for Ms. CANTWELL) 
proposed an amendment to amendment 
SA 932 proposed by Mr. ENZI (for him-
self, Mr. REED, and Mr. PRYOR) to the 
bill S. 1, to amend title XVIII of the 
Social Security Act to make improve-
ments in the medicare program, to pro-

vide prescription drug coverage under 
the medicare program, and for other 
purposes; as follows: 

On page 2 of amendment SA#932 between 
lines 18 and 19 strike ‘‘.’’ and insert the fol-
lowing: ‘‘with the auditor of the Administra-
tor’s choice.’’ 

SA 945. Mr. GREGG (for himself, Mr. 
SCHUMER, Mr. MCCAIN, Mr. KENNEDY, 
Mr. ROBERTS, Mr. EDWARDS, Ms. COL-
LINS, Mr. LEAHY, Mr. JOHNSON, Mr. 
FEINGOLD, Mr. HARKIN, Mr. KOHL, Mr. 
SMITH, Ms. STABENOW, Mr. MILLER, and 
Mr. COLEMAN) proposed an amendment 
to the bill S. 1, to amend title XVIII of 
the Social Security Act to make im-
provements in the medicare program, 
to provide prescription drug coverage 
under the medicare program, and for 
other purposes; as follows: 

At the end, add the following: 
TITLE ll—ACCESS TO AFFORDABLE 

PHARMACEUTICALS 
SEC. ll01. SHORT TITLE. 

This title may be cited as the ‘‘Greater Ac-
cess to Affordable Pharmaceuticals Act’’. 
SEC. ll02. 30-MONTH STAY-OF-EFFECTIVENESS 

PERIOD. 
(a) ABBREVIATED NEW DRUG APPLICA-

TIONS.—Section 505(j) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355(j)) is 
amended— 

(1) in paragraph (2), by striking subpara-
graph (B) and inserting the following: 

‘‘(B) NOTICE OF OPINION THAT PATENT IS IN-
VALID OR WILL NOT BE INFRINGED.— 

‘‘(i) AGREEMENT TO GIVE NOTICE.—An appli-
cant that makes a certification described in 
subparagraph (A)(vii)(IV) shall include in the 
application a statement that the applicant 
will give notice as required by this subpara-
graph. 

‘‘(ii) TIMING OF NOTICE.—An applicant that 
makes a certification described in subpara-
graph (A)(vii)(IV) shall give notice as re-
quired under this subparagraph— 

‘‘(I) if the certification is in the applica-
tion, not later than 20 days after the date of 
the postmark on the notice with which the 
Secretary informs the applicant that the ap-
plication has been filed; or 

‘‘(II) if the certification is in an amend-
ment or supplement to the application, at 
the time at which the applicant submits the 
amendment or supplement, regardless of 
whether the applicant has already given no-
tice with respect to another such certifi-
cation contained in the application or in an 
amendment or supplement to the applica-
tion. 

‘‘(iii) RECIPIENTS OF NOTICE.—An applicant 
required under this subparagraph to give no-
tice shall give notice to— 

‘‘(I) each owner of the patent that is the 
subject of the certification (or a representa-
tive of the owner designated to receive such 
a notice); and 

‘‘(II) the holder of the approved application 
under subsection (b) for the drug that is 
claimed by the patent or a use of which is 
claimed by the patent (or a representative of 
the holder designated to receive such a no-
tice). 

‘‘(iv) CONTENTS OF NOTICE.—A notice re-
quired under this subparagraph shall— 

‘‘(I) state that an application that contains 
data from bioavailability or bioequivalence 
studies has been submitted under this sub-
section for the drug with respect to which 
the certification is made to obtain approval 
to engage in the commercial manufacture, 
use, or sale of the drug before the expiration 
of the patent referred to in the certification; 
and 

‘‘(II) include a detailed statement of the 
factual and legal basis of the opinion of the 
applicant that the patent is invalid or will 
not be infringed.’’; and 

(2) in paragraph (5)— 
(A) in subparagraph (B)— 
(i) by striking ‘‘under the following’’ and 

inserting ‘‘by applying the following to each 
certification made under paragraph 
(2)(A)(vii)’’; and 

(ii) in clause (iii)— 
(I) in the first sentence, by striking ‘‘un-

less’’ and all that follows and inserting ‘‘un-
less, before the expiration of 45 days after 
the date on which the notice described in 
paragraph (2)(B) is received, an action is 
brought for infringement of the patent that 
is the subject of the certification and for 
which information was submitted to the Sec-
retary under subsection (b)(1) or (c)(2) before 
the date on which the application (excluding 
an amendment or supplement to the applica-
tion), which the Secretary later determines 
to be substantially complete, was sub-
mitted.’’; and 

(II) in the second sentence— 
(aa) by striking subclause (I) and inserting 

the following: 
‘‘(I) if before the expiration of such period 

the district court decides that the patent is 
invalid or not infringed (including any sub-
stantive determination that there is no 
cause of action for patent infringement or 
invalidity), the approval shall be made effec-
tive on— 

‘‘(aa) the date on which the court enters 
judgment reflecting the decision; or 

‘‘(bb) the date of a settlement order or con-
sent decree signed and entered by the court 
stating that the patent that is the subject of 
the certification is invalid or not in-
fringed;’’; 

(bb) by striking subclause (II) and insert-
ing the following: 

‘‘(II) if before the expiration of such period 
the district court decides that the patent has 
been infringed— 

‘‘(aa) if the judgment of the district court 
is appealed, the approval shall be made effec-
tive on— 

‘‘(AA) the date on which the court of ap-
peals decides that the patent is invalid or 
not infringed (including any substantive de-
termination that there is no cause of action 
for patent infringement or invalidity); or 

‘‘(BB) the date of a settlement order or 
consent decree signed and entered by the 
court of appeals stating that the patent that 
is the subject of the certification is invalid 
or not infringed; or 

‘‘(bb) if the judgment of the district court 
is not appealed or is affirmed, the approval 
shall be made effective on the date specified 
by the district court in a court order under 
section 271(e)(4)(A) of title 35, United States 
Code;’’; 

(cc) in subclause (III), by striking ‘‘on the 
date of such court decision.’’ and inserting 
‘‘as provided in subclause (I); or’’; and 

(dd) by inserting after subclause (III) the 
following: 

‘‘(IV) if before the expiration of such period 
the court grants a preliminary injunction 
prohibiting the applicant from engaging in 
the commercial manufacture or sale of the 
drug until the court decides the issues of 
patent validity and infringement and if the 
court decides that such patent has been in-
fringed, the approval shall be made effective 
as provided in subclause (II).’’; 

(B) by redesignating subparagraphs (C) and 
(D) as subparagraphs (E) and (F), respec-
tively; and 

(C) by inserting after subparagraph (B) the 
following: 

‘‘(C) CIVIL ACTION TO OBTAIN PATENT CER-
TAINTY.— 
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‘‘(i) DECLARATORY JUDGMENT ABSENT IN-

FRINGEMENT ACTION.—If an owner of the pat-
ent or the holder of the approved application 
under subsection (b) for the drug that is 
claimed by the patent or a use of which is 
claimed by the patent does not bring a civil 
action against the applicant for infringe-
ment of the patent on or before the date that 
is 45 days after the date on which the notice 
given under paragraph (2)(B) was received, 
the applicant may bring a civil action 
against the owner or holder (but not against 
any owner or holder that has brought such a 
civil action against that applicant, unless 
that civil action was dismissed without prej-
udice) for a declaratory judgment under sec-
tion 2201 of title 28, United States Code, that 
the patent is invalid or will not be infringed 
by the drug for which the applicant seeks ap-
proval. 

‘‘(ii) COUNTERCLAIM TO INFRINGEMENT AC-
TION.— 

‘‘(I) IN GENERAL.—If an owner of the patent 
or the holder of the approved application 
under subsection (b) for the drug that is 
claimed by the patent or a use of which is 
claimed by the patent brings a patent in-
fringement action against the applicant, the 
applicant may assert a counterclaim seeking 
an order requiring the holder to correct or 
delete the patent information submitted by 
the holder under subsection (b) or (c) on the 
ground that the patent does not claim ei-
ther— 

‘‘(aa) the drug for which the application 
was approved; or 

‘‘(bb) an approved method of using the 
drug. 

‘‘(II) NO INDEPENDENT CAUSE OF ACTION.— 
Subclause (I) does not authorize the asser-
tion of a claim described in subclause (I) in 
any civil action or proceeding other than a 
counterclaim described in subclause (I). 

‘‘(iii) NO DAMAGES.—An applicant shall not 
be entitled to damages in a civil action 
under subparagraph (i) or a counterclaim 
under subparagraph (ii).’’. 

(b) APPLICATIONS GENERALLY.—Section 505 
of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355) is amended— 

(1) in subsection (b), by striking paragraph 
(3) and inserting the following: 

‘‘(3) NOTICE OF OPINION THAT PATENT IS IN-
VALID OR WILL NOT BE INFRINGED.— 

‘‘(A) AGREEMENT TO GIVE NOTICE.—An appli-
cant that makes a certification described in 
paragraph (2)(A)(iv) shall include in the ap-
plication a statement that the applicant will 
give notice as required by this paragraph. 

‘‘(B) TIMING OF NOTICE.—An applicant that 
makes a certification described in paragraph 
(2)(A)(iv) shall give notice as required under 
this paragraph— 

‘‘(i) if the certification is in the applica-
tion, not later than 20 days after the date of 
the postmark on the notice with which the 
Secretary informs the applicant that the ap-
plication has been filed; or 

‘‘(ii) if the certification is in an amend-
ment or supplement to the application, at 
the time at which the applicant submits the 
amendment or supplement, regardless of 
whether the applicant has already given no-
tice with respect to another such certifi-
cation contained in the application or in an 
amendment or supplement to the applica-
tion. 

‘‘(C) RECIPIENTS OF NOTICE.—An applicant 
required under this paragraph to give notice 
shall give notice to— 

‘‘(i) each owner of the patent that is the 
subject of the certification (or a representa-
tive of the owner designated to receive such 
a notice); and 

‘‘(ii) the holder of the approved application 
under this subsection for the drug that is 
claimed by the patent or a use of which is 
claimed by the patent (or a representative of 

the holder designated to receive such a no-
tice). 

‘‘(D) CONTENTS OF NOTICE.—A notice re-
quired under this paragraph shall— 

‘‘(i) state that an application that contains 
data from bioavailability or bioequivalence 
studies has been submitted under this sub-
section for the drug with respect to which 
the certification is made to obtain approval 
to engage in the commercial manufacture, 
use, or sale of the drug before the expiration 
of the patent referred to in the certification; 
and 

‘‘(ii) include a detailed statement of the 
factual and legal basis of the opinion of the 
applicant that the patent is invalid or will 
not be infringed.’’; and 

(2) in subsection (c)(3)— 
(A) in the first sentence, by striking 

‘‘under the following’’ and inserting ‘‘by ap-
plying the following to each certification 
made under subsection (b)(2)(A)(iv)’’; 

(B) in subparagraph (C)— 
(i) in the first sentence, by striking ‘‘un-

less’’ and all that follows and inserting ‘‘un-
less, before the expiration of 45 days after 
the date on which the notice described in 
subsection (b)(3) is received, an action is 
brought for infringement of the patent that 
is the subject of the certification and for 
which information was submitted to the Sec-
retary under paragraph (2) or subsection 
(b)(1) before the date on which the applica-
tion (excluding an amendment or supple-
ment to the application) was submitted.’’; 

(ii) in the second sentence— 
(I) by striking ‘‘paragraph (3)(B)’’ and in-

serting ‘‘subsection (b)(3)’’; 
(II) by striking clause (i) and inserting the 

following: 
‘‘(i) if before the expiration of such period 

the district court decides that the patent is 
invalid or not infringed (including any sub-
stantive determination that there is no 
cause of action for patent infringement or 
invalidity), the approval shall be made effec-
tive on— 

‘‘(I) the date on which the court enters 
judgment reflecting the decision; or 

‘‘(II) the date of a settlement order or con-
sent decree signed and entered by the court 
stating that the patent that is the subject of 
the certification is invalid or not in-
fringed;’’; 

(III) by striking clause (ii) and inserting 
the following: 

‘‘(ii) if before the expiration of such period 
the district court decides that the patent has 
been infringed— 

‘‘(I) if the judgment of the district court is 
appealed, the approval shall be made effec-
tive on— 

‘‘(aa) the date on which the court of ap-
peals decides that the patent is invalid or 
not infringed (including any substantive de-
termination that there is no cause of action 
for patent infringement or invalidity); or 

‘‘(bb) the date of a settlement order or con-
sent decree signed and entered by the court 
of appeals stating that the patent that is the 
subject of the certification is invalid or not 
infringed; or 

‘‘(II) if the judgment of the district court is 
not appealed or is affirmed, the approval 
shall be made effective on the date specified 
by the district court in a court order under 
section 271(e)(4)(A) of title 35, United States 
Code;’’; 

(IV) in clause (iii), by striking ‘‘on the date 
of such court decision.’’ and inserting ‘‘as 
provided in clause (i); or’’; and 

(V) by inserting after clause (iii), the fol-
lowing: 

‘‘(iv) if before the expiration of such period 
the court grants a preliminary injunction 
prohibiting the applicant from engaging in 
the commercial manufacture or sale of the 
drug until the court decides the issues of 

patent validity and infringement and if the 
court decides that such patent has been in-
fringed, the approval shall be made effective 
as provided in clause (ii).’’; and 

(iii) in the third sentence, by striking 
‘‘paragraph (3)(B)’’ and inserting ‘‘subsection 
(b)(3)’’; 

(C) by redesignating subparagraph (D) as 
subparagraph (E); and 

(D) by inserting after subparagraph (C) the 
following: 

‘‘(D) CIVIL ACTION TO OBTAIN PATENT CER-
TAINTY.— 

‘‘(i) DECLARATORY JUDGMENT ABSENT IN-
FRINGEMENT ACTION.—If an owner of the pat-
ent or the holder of the approved application 
under subsection (b) for the drug that is 
claimed by the patent or a use of which is 
claimed by the patent does not bring a civil 
action against the applicant for infringe-
ment of the patent on or before the date that 
is 45 days after the date on which the notice 
given under subsection (b)(3) was received, 
the applicant may bring a civil action 
against the owner or holder (but not against 
any owner or holder that has brought such a 
civil action against that applicant, unless 
that civil action was dismissed without prej-
udice) for a declaratory judgment under sec-
tion 2201 of title 28, United States Code, that 
the patent is invalid or will not be infringed 
by the drug for which the applicant seeks ap-
proval. 

‘‘(ii) COUNTERCLAIM TO INFRINGEMENT AC-
TION.— 

‘‘(I) IN GENERAL.—If an owner of the patent 
or the holder of the approved application 
under subsection (b) for the drug that is 
claimed by the patent or a use of which is 
claimed by the patent brings a patent in-
fringement action against the applicant, the 
applicant may assert a counterclaim seeking 
an order requiring the holder to correct or 
delete the patent information submitted by 
the holder under subsection (b) or this sub-
section on the ground that the patent does 
not claim either— 

‘‘(aa) the drug for which the application 
was approved; or 

‘‘(bb) an approved method of using the 
drug. 

‘‘(II) NO INDEPENDENT CAUSE OF ACTION.— 
Subclause (I) does not authorize the asser-
tion of a claim described in subclause (I) in 
any civil action or proceeding other than a 
counterclaim described in subclause (I). 

‘‘(iii) NO DAMAGES.—An applicant shall not 
be entitled to damages in a civil action 
under clause (i) or a counterclaim under 
clause (ii).’’. 

(c) INFRINGEMENT ACTIONS.—Section 271(e) 
of title 35, United States Code, is amended by 
adding at the end the following: 

‘‘(5) The filing of an application described 
in paragraph (2) that includes a certification 
under subsection (b)(2)(A)(iv) or 
(j)(2)(A)(vii)(IV) of section 505 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 355), 
and the failure of the owner of the patent to 
bring an action for infringement of a patent 
that is the subject of the certification before 
the expiration of 45 days after the date on 
which the notice given under subsection 
(b)(3) or (j)(2)(B) of that section is received, 
shall establish an actual controversy be-
tween the applicant and the patent owner 
sufficient to confer subject matter jurisdic-
tion in the courts of the United States in any 
action brought by the applicant under sec-
tion 2201 of title 28 for a declaratory judg-
ment that any patent that is the subject of 
the certification is invalid or not in-
fringed.’’. 

(d) APPLICABILITY.— 
(1) IN GENERAL.—Except as provided in 

paragraphs (2) and (3), the amendments made 
by subsections (a), (b), and (c) apply to any 
proceeding under section 505 of the Federal 
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Food, Drug, and Cosmetic Act (21 U.S.C. 355) 
that is pending on or after the date of enact-
ment of this Act regardless of the date on 
which the proceeding was commenced or is 
commenced. 

(2) NOTICE OF OPINION THAT PATENT IS IN-
VALID OR WILL NOT BE INFRINGED.—The 
amendments made by subsections (a)(1) and 
(b)(1) apply with respect to any certification 
under subsection (b)(2)(A)(iv) or 
(j)(2)(A)(vii)(IV) of section 505 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 355) 
after the date of enactment of this Act in an 
application filed under subsection (b)(2) or (j) 
of that section or in an amendment or sup-
plement to an application filed under sub-
section (b)(2) or (j) of that section. 

(3) EFFECTIVE DATE OF APPROVAL.—The 
amendments made by subsections 
(a)(2)(A)(ii)(I) and (b)(2)(B)(i) apply with re-
spect to any patent information submitted 
under subsection (b)(1) or (c)(2) of section 505 
of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355) made after the date of enact-
ment of this Act. 
SEC. ll03. FORFEITURE OF 180-DAY EXCLU-

SIVITY PERIOD. 
(a) IN GENERAL.—Section 505(j)(5) of the 

Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355(j)(5)) (as amended by section 
ll02) is amended— 

(1) in subparagraph (B), by striking clause 
(iv) and inserting the following: 

‘‘(iv) 180-DAY EXCLUSIVITY PERIOD.— 
‘‘(I) DEFINITIONS.—In this paragraph: 
‘‘(aa) 180-DAY EXCLUSIVITY PERIOD.—The 

term ‘180-day exclusivity period’ means the 
180-day period ending on the day before the 
date on which an application submitted by 
an applicant other than a first applicant 
could become effective under this clause. 

‘‘(bb) FIRST APPLICANT.—The term ‘first ap-
plicant’ means an applicant that, on the first 
day on which a substantially complete appli-
cation containing a certification described in 
paragraph (2)(A)(vii)(IV) is submitted for ap-
proval of a drug, submits a substantially 
complete application containing a certifi-
cation described in paragraph (2)(A)(vii)(IV) 
for the drug. 

‘‘(cc) SUBSTANTIALLY COMPLETE APPLICA-
TION.—As used in this subsection, the term 
‘substantially complete application’ means 
an application under this subsection that on 
its face is sufficiently complete to permit a 
substantive review and contains all the in-
formation required by paragraph (2)(A). 

‘‘(dd) TENTATIVE APPROVAL.— 
‘‘(AA) IN GENERAL.—The term ‘tentative 

approval’ means notification to an applicant 
by the Secretary that an application under 
this subsection meets the requirements of 
paragraph (2)(A), but cannot receive effective 
approval because the application does not 
meet the requirements of this subparagraph, 
there is a period of exclusivity for the listed 
drug under subparagraph (E) or section 505A, 
or there is a 7-year period of exclusivity for 
the listed drug under section 527. 

‘‘(BB) LIMITATION.—A drug that is granted 
tentative approval by the Secretary is not an 
approved drug and shall not have an effective 
approval until the Secretary issues an ap-
proval after any necessary additional review 
of the application. 

‘‘(II) EFFECTIVENESS OF APPLICATION.—Sub-
ject to subparagraph (D), if the application 
contains a certification described in para-
graph (2)(A)(vii)(IV) and is for a drug for 
which a first applicant has submitted an ap-
plication containing such a certification, the 
application shall be made effective on the 
date that is 180 days after the date of the 
first commercial marketing of the drug (in-
cluding the commercial marketing of the 
listed drug) by any first applicant.’’; and 

(2) by inserting after subparagraph (C) the 
following: 

‘‘(D) FORFEITURE OF 180-DAY EXCLUSIVITY 
PERIOD.— 

‘‘(i) DEFINITION OF FORFEITURE EVENT.—In 
this subparagraph, the term ‘forfeiture 
event’, with respect to an application under 
this subsection, means the occurrence of any 
of the following: 

‘‘(I) FAILURE TO MARKET.—The first appli-
cant fails to market the drug by the later 
of— 

‘‘(aa) the earlier of the date that is— 
‘‘(AA) 75 days after the date on which the 

approval of the application of the first appli-
cant is made effective under subparagraph 
(B)(iii); or 

‘‘(BB) 30 months after the date of submis-
sion of the application of the first applicant; 
or 

‘‘(bb) with respect to the first applicant or 
any other applicant (which other applicant 
has received tentative approval), the date 
that is 75 days after the date as of which, as 
to each of the patents with respect to which 
the first applicant submitted a certification 
qualifying the first applicant for the 180-day 
exclusivity period under subparagraph 
(B)(iv), at least 1 of the following has oc-
curred: 

‘‘(AA) In an infringement action brought 
against that applicant with respect to the 
patent or in a declaratory judgment action 
brought by that applicant with respect to 
the patent, a court enters a final decision 
from which no appeal (other than a petition 
to the Supreme Court for a writ of certio-
rari) has been or can be taken that the pat-
ent is invalid or not infringed. 

‘‘(BB) In an infringement action or a de-
claratory judgment action described in 
subitem (AA), a court signs a settlement 
order or consent decree that enters a final 
judgment that includes a finding that the 
patent is invalid or not infringed. 

‘‘(CC) The patent expires. 
‘‘(DD) The patent is withdrawn by the 

holder of the application approved under sub-
section (b). 

‘‘(II) WITHDRAWAL OF APPLICATION.—The 
first applicant withdraws the application or 
the Secretary considers the application to 
have been withdrawn as a result of a deter-
mination by the Secretary that the applica-
tion does not meet the requirements for ap-
proval under paragraph (4). 

‘‘(III) AMENDMENT OF CERTIFICATION.—The 
first applicant amends or withdraws the cer-
tification for all of the patents with respect 
to which that applicant submitted a certifi-
cation qualifying the applicant for the 180- 
day exclusivity period. 

‘‘(IV) FAILURE TO OBTAIN TENTATIVE AP-
PROVAL.—The first applicant fails to obtain 
tentative approval of the application within 
30 months after the date on which the appli-
cation is filed, unless the failure is caused by 
a change in or a review of the requirements 
for approval of the application imposed after 
the date on which the application is filed. 

‘‘(V) AGREEMENT WITH ANOTHER APPLICANT, 
THE LISTED DRUG APPLICATION HOLDER, OR A 
PATENT OWNER.—The first applicant enters 
into an agreement with another applicant 
under this subsection for the drug, the hold-
er of the application for the listed drug, or 
an owner of the patent that is the subject of 
the certification under paragraph 
(2)(A)(vii)(IV), the Federal Trade Commis-
sion or the Attorney General files a com-
plaint, and there is a final decision of the 
Federal Trade Commission or the court with 
regard to the complaint from which no ap-
peal (other than a petition to the Supreme 
Court for a writ of certiorari) has been or 
can be taken that the agreement has vio-
lated the antitrust laws (as defined in sec-
tion 1 of the Clayton Act (15 U.S.C. 12), ex-
cept that the term includes section 5 of the 
Federal Trade Commission Act (15 U.S.C. 45) 

to the extent that that section applies to un-
fair methods of competition). 

‘‘(VI) EXPIRATION OF ALL PATENTS.—All of 
the patents as to which the applicant sub-
mitted a certification qualifying it for the 
180-day exclusivity period have expired. 

‘‘(ii) FORFEITURE.—The 180-day exclusivity 
period described in subparagraph (B)(iv) 
shall be forfeited by a first applicant if a for-
feiture event occurs with respect to that 
first applicant. 

‘‘(iii) SUBSEQUENT APPLICANT.—If all first 
applicants forfeit the 180-day exclusivity pe-
riod under clause (ii)— 

‘‘(I) approval of any application containing 
a certification described in paragraph 
(2)(A)(vii)(IV) shall be made effective in ac-
cordance with subparagraph (B)(iii); and 

‘‘(II) no applicant shall be eligible for a 180- 
day exclusivity period.’’. 

(b) EFFECTIVE DATE.— 
(1) IN GENERAL.—Except as provided in 

paragraph (2), the amendment made by sub-
section (a) shall be effective only with re-
spect to an application filed under section 
505(j) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(j)) after the date of 
enactment of this Act for a listed drug for 
which no certification under section 
505(j)(2)(A)(vii)(IV) of that Act was made be-
fore the date of enactment of this Act. 

(2) COLLUSIVE AGREEMENTS.—If a forfeiture 
event described in section 505(j)(5)(D)(i)(V) of 
that Act occurs in the case of an applicant, 
the applicant shall forfeit the 180-day period 
under section 505(j)(5)(B)(iv) of that Act 
without regard to when the first certifi-
cation under section 505(j)(2)(A)(vii)(IV) of 
that Act for the listed drug was made. 

(3) DECISION OF A COURT WHEN THE 180-DAY 
EXCLUSIVITY PERIOD HAS NOT BEEN TRIG-
GERED.—With respect to an application filed 
before, on, or after the date of enactment of 
this Act for a listed drug for which a certifi-
cation under section 505(j)(2)(A)(vii)(IV) of 
that Act was made before the date of enact-
ment of this Act and for which neither of the 
events described in subclause (I) or (II) of 
section 505(j)(5)(B)(iv) of that Act (as in ef-
fect on the day before the date of enactment 
of this Act) has occurred on or before the 
date of enactment of this Act, the term ‘‘de-
cision of a court’’ as used in clause (iv) of 
section 505(j)(5)(B) of that Act means a final 
decision of a court from which no appeal 
(other than a petition to the Supreme Court 
for a writ of certiorari) has been or can be 
taken. 
SEC. ll04. BIOAVAILABILITY AND BIOEQUIVA-

LENCE. 
(a) IN GENERAL.—Section 505(j)(8) of the 

Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355(j)(8)) is amended— 

(1) by striking subparagraph (A) and in-
serting the following: 

‘‘(A)(i) The term ‘bioavailability’ means 
the rate and extent to which the active in-
gredient or therapeutic ingredient is ab-
sorbed from a drug and becomes available at 
the site of drug action. 

‘‘(ii) For a drug that is not intended to be 
absorbed into the bloodstream, the Secretary 
may assess bioavailability by scientifically 
valid measurements intended to reflect the 
rate and extent to which the active ingre-
dient or therapeutic ingredient becomes 
available at the site of drug action.’’; and 

(2) by adding at the end the following: 
‘‘(C) For a drug that is not intended to be 

absorbed into the bloodstream, the Secretary 
may establish alternative, scientifically 
valid methods to show bioequivalence if the 
alternative methods are expected to detect a 
significant difference between the drug and 
the listed drug in safety and therapeutic ef-
fect.’’. 

(b) EFFECT OF AMENDMENT.—The amend-
ment made by subsection (a) does not alter 
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the standards for approval of drugs under 
section 505(j) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355(j)). 
SEC. ll05. REMEDIES FOR INFRINGEMENT. 

Section 287 of title 35, United States Code, 
is amended by adding at the end the fol-
lowing: 

‘‘(d) CONSIDERATION.—In making a deter-
mination with respect to remedy brought for 
infringement of a patent that claims a drug 
or a method or using a drug, the court shall 
consider whether information on the patent 
was filed as required under 21 U.S.C. 355 (b) 
or (c), and, if such information was required 
to be filed but was not, the court may refuse 
to award treble damages under section 284.’’. 
SEC. ll06. CONFORMING AMENDMENTS. 

Section 505A of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355a) is amend-
ed— 

(1) in subsections (b)(1)(A)(i) and 
(c)(1)(A)(i), by striking ‘‘(j)(5)(D)(ii)’’ each 
place it appears and inserting ‘‘(j)(5)(F)(ii)’’; 

(2) in subsections (b)(1)(A)(ii) and 
(c)(1)(A)(ii), by striking ‘‘(j)(5)(D)’’ each 
place it appears and inserting ‘‘(j)(5)(F)’’; and 

(3) in subsections (e) and (l), by striking 
‘‘505(j)(5)(D)’’ each place it appears and in-
serting ‘‘505(j)(5)(F)’’. 

SA 946. Mr. DORGAN (for himself, 
Ms. STABENOW, Mr. JEFFORDS, Ms. 
SNOWE, Mr. JOHNSON, Mr. LEAHY, Mrs. 
BOXER, Mr. PRYOR, Mr. FEINGOLD, and 
Ms. COLLINS) proposed an amendment 
to the bill S. 1, to amend title XVIII of 
the Social Security Act to make im-
provements in the medicare program, 
to provide prescription drug coverage 
under the medicare program, and for 
other purposes; as follows: 

At the end, add the following: 
TITLE ll—IMPORTATION OF 

PRESCRIPTION DRUGS 
SEC. ll01. IMPORTATION OF PRESCRIPTION 

DRUGS. 
(a) IN GENERAL.—Chapter VIII of the Fed-

eral Food, Drug, and Cosmetic Act (21 U.S.C. 
381 et seq.) is amended by striking section 
804 and inserting the following: 
‘‘SEC. 804. IMPORTATION OF PRESCRIPTION 

DRUGS. 
‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) IMPORTER.—The term ‘importer’ means 

a pharmacist or wholesaler. 
‘‘(2) PHARMACIST.—The term ‘pharmacist’ 

means a person licensed by a State to prac-
tice pharmacy, including the dispensing and 
selling of prescription drugs. 

‘‘(3) PRESCRIPTION DRUG.—The term ‘pre-
scription drug’ means a drug subject to sec-
tion 503(b), other than— 

‘‘(A) a controlled substance (as defined in 
section 102 of the Controlled Substances Act 
(21 U.S.C. 802)); 

‘‘(B) a biological product (as defined in sec-
tion 351 of the Public Health Service Act (42 
U.S.C. 262)); 

‘‘(C) an infused drug (including a peri-
toneal dialysis solution); 

‘‘(D) an intravenously injected drug; or 
‘‘(E) a drug that is inhaled during surgery. 
‘‘(4) QUALIFYING LABORATORY.—The term 

‘qualifying laboratory’ means a laboratory 
in the United States that has been approved 
by the Secretary for the purposes of this sec-
tion. 

‘‘(5) WHOLESALER.— 
‘‘(A) IN GENERAL.—The term ‘wholesaler’ 

means a person licensed as a wholesaler or 
distributor of prescription drugs in the 
United States under section 503(e)(2)(A). 

‘‘(B) EXCLUSION.—The term ‘wholesaler’ 
does not include a person authorized to im-
port drugs under section 801(d)(1). 

‘‘(b) REGULATIONS.—The Secretary, after 
consultation with the United States Trade 
Representative and the Commissioner of 
Customs, shall promulgate regulations per-
mitting pharmacists and wholesalers to im-
port prescription drugs from Canada into the 
United States. 

‘‘(c) LIMITATION.—The regulations under 
subsection (b) shall— 

‘‘(1) require that safeguards be in place to 
ensure that each prescription drug imported 
under the regulations complies with section 
505 (including with respect to being safe and 
effective for the intended use of the prescrip-
tion drug), with sections 501 and 502, and 
with other applicable requirements of this 
Act; 

‘‘(2) require that an importer of a prescrip-
tion drug under the regulations comply with 
subsections (d)(1) and (e); and 

‘‘(3) contain any additional provisions de-
termined by the Secretary to be appropriate 
as a safeguard to protect the public health or 
as a means to facilitate the importation of 
prescription drugs. 

‘‘(d) INFORMATION AND RECORDS.— 
‘‘(1) IN GENERAL.—The regulations under 

subsection (b) shall require an importer of a 
prescription drug under subsection (b) to 
submit to the Secretary the following infor-
mation and documentation: 

‘‘(A) The name and quantity of the active 
ingredient of the prescription drug. 

‘‘(B) A description of the dosage form of 
the prescription drug. 

‘‘(C) The date on which the prescription 
drug is shipped. 

‘‘(D) The quantity of the prescription drug 
that is shipped. 

‘‘(E) The point of origin and destination of 
the prescription drug. 

‘‘(F) The price paid by the importer for the 
prescription drug. 

‘‘(G) Documentation from the foreign sell-
er specifying— 

‘‘(i) the original source of the prescription 
drug; and 

‘‘(ii) the quantity of each lot of the pre-
scription drug originally received by the 
seller from that source. 

‘‘(H) The lot or control number assigned to 
the prescription drug by the manufacturer of 
the prescription drug. 

‘‘(I) The name, address, telephone number, 
and professional license number (if any) of 
the importer. 

‘‘(J)(i) In the case of a prescription drug 
that is shipped directly from the first foreign 
recipient of the prescription drug from the 
manufacturer: 

‘‘(I) Documentation demonstrating that 
the prescription drug was received by the re-
cipient from the manufacturer and subse-
quently shipped by the first foreign recipient 
to the importer. 

‘‘(II) Documentation of the quantity of 
each lot of the prescription drug received by 
the first foreign recipient demonstrating 
that the quantity being imported into the 
United States is not more than the quantity 
that was received by the first foreign recipi-
ent. 

‘‘(III)(aa) In the case of an initial imported 
shipment, documentation demonstrating 
that each batch of the prescription drug in 
the shipment was statistically sampled and 
tested for authenticity and degradation. 

‘‘(bb) In the case of any subsequent ship-
ment, documentation demonstrating that a 
statistically valid sample of the shipment 
was tested for authenticity and degradation. 

‘‘(ii) In the case of a prescription drug that 
is not shipped directly from the first foreign 
recipient of the prescription drug from the 
manufacturer, documentation dem-
onstrating that each batch in each shipment 
offered for importation into the United 

States was statistically sampled and tested 
for authenticity and degradation. 

‘‘(K) Certification from the importer or 
manufacturer of the prescription drug that 
the prescription drug— 

‘‘(i) is approved for marketing in the 
United States; and 

‘‘(ii) meets all labeling requirements under 
this Act. 

‘‘(L) Laboratory records, including com-
plete data derived from all tests necessary to 
ensure that the prescription drug is in com-
pliance with established specifications and 
standards. 

‘‘(M) Documentation demonstrating that 
the testing required by subparagraphs (J) 
and (L) was conducted at a qualifying labora-
tory. 

‘‘(N) Any other information that the Sec-
retary determines is necessary to ensure the 
protection of the public health. 

‘‘(2) MAINTENANCE BY THE SECRETARY.—The 
Secretary shall maintain information and 
documentation submitted under paragraph 
(1) for such period of time as the Secretary 
determines to be necessary. 

‘‘(e) TESTING.—The regulations under sub-
section (b) shall require— 

‘‘(1) that testing described in subpara-
graphs (J) and (L) of subsection (d)(1) be con-
ducted by the importer or by the manufac-
turer of the prescription drug at a qualified 
laboratory; 

‘‘(2) if the tests are conducted by the im-
porter— 

‘‘(A) that information needed to— 
‘‘(i) authenticate the prescription drug 

being tested; and 
‘‘(ii) confirm that the labeling of the pre-

scription drug complies with labeling re-
quirements under this Act; 

be supplied by the manufacturer of the pre-
scription drug to the pharmacist or whole-
saler; and 

‘‘(B) that the information supplied under 
subparagraph (A) be kept in strict confidence 
and used only for purposes of testing or oth-
erwise complying with this Act; and 

‘‘(3) may include such additional provisions 
as the Secretary determines to be appro-
priate to provide for the protection of trade 
secrets and commercial or financial informa-
tion that is privileged or confidential. 

‘‘(f) REGISTRATION OF FOREIGN SELLERS.— 
Any establishment within Canada engaged in 
the distribution of a prescription drug that 
is imported or offered for importation into 
the United States shall register with the 
Secretary the name and place of business of 
the establishment. 

‘‘(g) SUSPENSION OF IMPORTATION.—The 
Secretary shall require that importations of 
a specific prescription drug or importations 
by a specific importer under subsection (b) 
be immediately suspended on discovery of a 
pattern of importation of that specific pre-
scription drug or by that specific importer of 
drugs that are counterfeit or in violation of 
any requirement under this section, until an 
investigation is completed and the Secretary 
determines that the public is adequately pro-
tected from counterfeit and violative pre-
scription drugs being imported under sub-
section (b). 

‘‘(h) APPROVED LABELING.—The manufac-
turer of a prescription drug shall provide an 
importer written authorization for the im-
porter to use, at no cost, the approved label-
ing for the prescription drug. 

‘‘(i) PROHIBITION OF DISCRIMINATION.— 
‘‘(1) IN GENERAL.—It shall be unlawful for a 

manufacturer of a prescription drug to dis-
criminate against, or cause any other person 
to discriminate against, a pharmacist or 
wholesaler that purchases or offers to pur-
chase a prescription drug from the manufac-
turer or from any person that distributes a 
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prescription drug manufactured by the drug 
manufacturer. 

‘‘(2) DISCRIMINATION.—For the purposes of 
paragraph (1), a manufacturer of a prescrip-
tion drug shall be considered to discriminate 
against a pharmacist or wholesaler if the 
manufacturer enters into a contract for sale 
of a prescription drug, places a limit on sup-
ply, or employs any other measure, that has 
the effect of— 

‘‘(A) providing pharmacists or wholesalers 
access to prescription drugs on terms or con-
ditions that are less favorable than the 
terms or conditions provided to a foreign 
purchaser (other than a charitable or hu-
manitarian organization) of the prescription 
drug; or 

‘‘(B) restricting the access of pharmacists 
or wholesalers to a prescription drug that is 
permitted to be imported into the United 
States under this section. 

‘‘(j) CHARITABLE CONTRIBUTIONS.—Notwith-
standing any other provision of this section, 
section 801(d)(1) continues to apply to a pre-
scription drug that is donated or otherwise 
supplied at no charge by the manufacturer of 
the drug to a charitable or humanitarian or-
ganization (including the United Nations and 
affiliates) or to a government of a foreign 
country. 

‘‘(k) WAIVER AUTHORITY FOR IMPORTATION 
BY INDIVIDUALS.— 

‘‘(1) DECLARATIONS.—Congress declares 
that in the enforcement against individuals 
of the prohibition of importation of prescrip-
tion drugs and devices, the Secretary 
should— 

‘‘(A) focus enforcement on cases in which 
the importation by an individual poses a sig-
nificant threat to public health; and 

‘‘(B) exercise discretion to permit individ-
uals to make such importations in cir-
cumstances in which— 

‘‘(i) the importation is clearly for personal 
use; and 

‘‘(ii) the prescription drug or device im-
ported does not appear to present an unrea-
sonable risk to the individual. 

‘‘(2) WAIVER AUTHORITY.— 
‘‘(A) IN GENERAL.—The Secretary may 

grant to individuals, by regulation or on a 
case-by-case basis, a waiver of the prohibi-
tion of importation of a prescription drug or 
device or class of prescription drugs or de-
vices, under such conditions as the Secretary 
determines to be appropriate. 

‘‘(B) GUIDANCE ON CASE-BY-CASE WAIVERS.— 
The Secretary shall publish, and update as 
necessary, guidance that accurately de-
scribes circumstances in which the Secretary 
will consistently grant waivers on a case-by- 
case basis under subparagraph (A), so that 
individuals may know with the greatest 
practicable degree of certainty whether a 
particular importation for personal use will 
be permitted. 

‘‘(3) DRUGS IMPORTED FROM CANADA.—In 
particular, the Secretary shall by regulation 
grant individuals a waiver to permit individ-
uals to import into the United States a pre-
scription drug that— 

‘‘(A) is imported from a licensed pharmacy 
for personal use by an individual, not for re-
sale, in quantities that do not exceed a 90- 
day supply; 

‘‘(B) is accompanied by a copy of a valid 
prescription; 

‘‘(C) is imported from Canada, from a seller 
registered with the Secretary; 

‘‘(D) is a prescription drug approved by the 
Secretary under chapter V; 

‘‘(E) is in the form of a final finished dos-
age that was manufactured in an establish-
ment registered under section 510; and 

‘‘(F) is imported under such other condi-
tions as the Secretary determines to be nec-
essary to ensure public safety. 

‘‘(l) STUDIES; REPORTS.— 

‘‘(1) BY THE INSTITUTE OF MEDICINE OF THE 
NATIONAL ACADEMY OF SCIENCES.— 

‘‘(A) STUDY.— 
‘‘(i) IN GENERAL.—The Secretary shall re-

quest that the Institute of Medicine of the 
National Academy of Sciences conduct a 
study of— 

‘‘(I) importations of prescription drugs 
made under the regulations under subsection 
(b); and 

‘‘(II) information and documentation sub-
mitted under subsection (d). 

‘‘(ii) REQUIREMENTS.—In conducting the 
study, the Institute of Medicine shall— 

‘‘(I) evaluate the compliance of importers 
with the regulations under subsection (b); 

‘‘(II) compare the number of shipments 
under the regulations under subsection (b) 
during the study period that are determined 
to be counterfeit, misbranded, or adulter-
ated, and compare that number with the 
number of shipments made during the study 
period within the United States that are de-
termined to be counterfeit, misbranded, or 
adulterated; and 

‘‘(III) consult with the Secretary, the 
United States Trade Representative, and the 
Commissioner of Patents and Trademarks to 
evaluate the effect of importations under the 
regulations under subsection (b) on trade and 
patent rights under Federal law. 

‘‘(B) REPORT.—Not later than 2 years after 
the effective date of the regulations under 
subsection (b), the Institute of Medicine 
shall submit to Congress a report describing 
the findings of the study under subparagraph 
(A). 

‘‘(2) BY THE COMPTROLLER GENERAL.— 
‘‘(A) STUDY.—The Comptroller General of 

the United States shall conduct a study to 
determine the effect of this section on the 
price of prescription drugs sold to consumers 
at retail. 

‘‘(B) REPORT.—Not later than 18 months 
after the effective date of the regulations 
under subsection (b), the Comptroller Gen-
eral of the United States shall submit to 
Congress a report describing the findings of 
the study under subparagraph (A). 

‘‘(m) CONSTRUCTION.—Nothing in this sec-
tion limits the authority of the Secretary re-
lating to the importation of prescription 
drugs, other than with respect to section 
801(d)(1) as provided in this section. 

‘‘(n) EFFECTIVENESS OF SECTION.— 
‘‘(1) IN GENERAL.—If, after the date that is 

1 year after the effective date of the regula-
tions under subsection (b) and before the 
date that is 18 months after the effective 
date, the Secretary submits to Congress a 
certification that, in the opinion of the Sec-
retary, based on substantial evidence ob-
tained after the effective date, the benefits 
of implementation of this section do not out-
weigh any detriment of implementation of 
this section, this section shall cease to be ef-
fective as of the date that is 30 days after the 
date on which the Secretary submits the cer-
tification. 

‘‘(2) PROCEDURE.—The Secretary shall not 
submit a certification under paragraph (1) 
unless, after a hearing on the record under 
sections 556 and 557 of title 5, United States 
Code, the Secretary— 

‘‘(A)(i) determines that it is more likely 
than not that implementation of this section 
would result in an increase in the risk to the 
public health and safety; 

‘‘(ii) identifies specifically, in qualitative 
and quantitative terms, the nature of the in-
creased risk; 

‘‘(iii) identifies specifically the causes of 
the increased risk; and 

‘‘(iv)(I) considers whether any measures 
can be taken to avoid, reduce, or mitigate 
the increased risk; and 

‘‘(II) if the Secretary determines that any 
measures described in subclause (I) would re-

quire additional statutory authority, sub-
mits to Congress a report describing the leg-
islation that would be required; 

‘‘(B) identifies specifically, in qualitative 
and quantitative terms, the benefits that 
would result from implementation of this 
section (including the benefit of reductions 
in the cost of covered products to consumers 
in the United States, allowing consumers to 
procure needed medication that consumers 
might not otherwise be able to procure with-
out foregoing other necessities of life); and 

‘‘(C)(i) compares in specific terms the det-
riment identified under subparagraph (A) 
with the benefits identified under subpara-
graph (B); and 

‘‘(ii) determines that the benefits do not 
outweigh the detriment. 

‘‘(o) AUTHORIZATION OF APPROPRIATIONS.— 
There are authorized to be appropriated such 
sums as are necessary to carry out this sec-
tion.’’. 

(b) CONFORMING AMENDMENTS.—The Fed-
eral Food, Drug, and Cosmetic Act is amend-
ed— 

(1) in section 301(aa) (21 U.S.C. 331(aa)), by 
striking ‘‘covered product in violation of sec-
tion 804’’ and inserting ‘‘prescription drug in 
violation of section 804’’; and 

(2) in section 303(a)(6) (21 U.S.C. 333(a)(6), 
by striking ‘‘covered product pursuant to 
section 804(a)’’ and inserting ‘‘prescription 
drug under section 804(b)’’. 

SA 947. Mr. FRIST (for Mr. COCHRAN 
(for himself, Mr. FRIST, Mr. BREAUX, 
and Mr. SANTORUM)) proposed an 
amendment to amend SA 946 proposed 
by Mr. DORGAN (for himself, Ms. STABE-
NOW, Mr. JEFFORDS, Ms. SNOWE, Mr. 
JOHNSON, Mr. LEAHY, Mrs. BOXER, Mr. 
PRYOR, Mr. FEINGOLD, and Ms. COLLINS) 
to the bill S. 1, to amend title XVIII of 
the Social Security Act to make im-
provements in the medicare program, 
to provide prescription drug coverage 
under the medicare program, and for 
other purposes; as follows: 

At the appropriate place, insert the fol-
lowing: 

‘‘( ) CONDITIONS.—this section shall be-
come effective only if the Secretary of 
Health and Human Services certifies to the 
Congress that the implementation of this 
section will— 

‘‘(A) pose no additional risk to the public’s 
health and safety, and 

’’(B) result in a significant reduction in the 
cost of covered products to the American 
consumer.’’. 

SA 948. Mr. GRAHAM of South Caro-
lina submitted an amendment intended 
to be proposed by him to the bill S. 1, 
to amend title XVIII of the Social Se-
curity Act to make improvements in 
the medicare program, to provide pre-
scription drug coverage under the 
medicare program, and for other pur-
poses; which was ordered to lie on the 
table; as follows: 

At the appropriate place in title II, insert 
the following: 

Subtitle ll—National Bipartisan 
Commission on Medicare Reform 

SEC. ll01. MEDICAREADVANTAGE GOAL; ESTAB-
LISHMENT OF COMMISSION. 

(a) ENROLLMENT GOAL.—It is the goal of 
this title that, not later than January 1, 
2010, at least 15 percent of individuals enti-
tled to, or enrolled for, benefits under part A 
of title XVIII of the Social Security Act and 
enrolled under part B of such title should be 
enrolled in a MedicareAdvantage plan, as de-
termined by the Center for Medicare 
Choices. 
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(b) FAILURE TO ACHIEVE GOAL.—If the goal 

described in subsection (a) is not met by Jan-
uary 1, 2012, as determined by the Center for 
Medicare Choices, there shall be established 
a commission as described in section 2. 
SEC. ll02 NATIONAL BIPARTISAN COMMISSION 

ON MEDICARE REFORM. 
(a) ESTABLISHMENT.—Upon a determination 

under section ll01(b) that the enrollment 
goal has not been met, there shall be estab-
lished a commission to be known as the Na-
tional Bipartisan Commission on Medicare 
Reform (in this section referred to as the 
‘‘Commission’’). 

(b) DUTIES OF THE COMMISSION.—The Com-
mission shall— 

(1) review and analyze the long-term finan-
cial condition of the medicare program 
under title XVIII of the Social Security Act 
(42 U.S.C. 1395 et seq.); 

(2) identify problems that threaten the fi-
nancial integrity of the Federal Hospital In-
surance Trust Fund and the Federal Supple-
mentary Medical Insurance Trust Fund es-
tablished under sections 1817 and 1841 of such 
Act (42 U.S.C. 1395i and 1395t), including— 

(A) the financial impact on the medicare 
program of the significant increase in the 
number of medicare eligible individuals; and 

(B) the ability of the Federal Government 
to sustain the program into the future; 

(3) analyze potential solutions to the prob-
lems identified under paragraph (2) that will 
ensure both the financial integrity of the 
medicare program and the provision of ap-
propriate benefits under such program, in-
cluding methods used by other nations to re-
spond to comparable demographic patterns 
in eligibility for health care benefits for el-
derly and disabled individuals and trends in 
employment-related health care for retirees; 

(4) make recommendations to restore the 
solvency of the Federal Hospital Insurance 
Trust Fund and the financial integrity of the 
Federal Supplementary Medical Insurance 
Trust Fund; 

(5) make recommendations for establishing 
the appropriate financial structure of the 
medicare program as a whole; 

(6) make recommendations for establishing 
the appropriate balance of benefits covered 
under, and beneficiary contributions to, the 
medicare program; 

(7) make recommendations for the time pe-
riods during which the recommendations de-
scribed in paragraphs (4), (5) and (6) should 
be implemented; 

(8) make recommendations on the impact 
of chronic disease and disability trends on 
future costs and quality of services under the 
current benefit, financing, and delivery sys-
tem structure of the medicare program; 

(9) make recommendations regarding a 
comprehensive approach to preserve the 
medicare program, including ways to in-
crease the effectiveness of the 
MedicareAdvantage program and to increase 
MedicareAdvantage enrollment rates; and 

(10) review and analyze such other matters 
as the Commission determines appropriate. 

(c) MEMBERSHIP.— 
(1) NUMBER AND APPOINTMENT.—The Com-

mission shall be composed of 17 members, of 
whom— 

(A) four shall be appointed by the Presi-
dent; 

(B) six shall be appointed by the Majority 
Leader of the Senate, in consultation with 
the Minority Leader of the Senate, of whom 
not more than 4 shall be of the same polit-
ical party; 

(C) six shall be appointed by the Speaker of 
the House of Representatives, in consulta-
tion with the Minority Leader of the House 
of Representatives, of whom not more than 4 
shall be of the same political party; and 

(D) one, who shall serve as Chairperson of 
the Commission, shall be appointed jointly 

by the President, Majority Leader of the 
Senate, and the Speaker of the House of Rep-
resentatives. 

(2) DEADLINE FOR APPOINTMENT.—Members 
of the Commission shall be appointed by not 
later than April 1, 2012. 

(3) TERMS OF APPOINTMENT.—The term of 
any member appointed under paragraph (1) 
shall be for the life of the Commission. 

(4) MEETINGS.—The Commission shall meet 
at the call of the Chairperson or a majority 
of its members. 

(5) QUORUM.—A quorum for purposes of 
conducting the business of the Commission 
shall consist of 8 members of the Commis-
sion, except that 4 members may conduct a 
hearing under subsection (e). 

(6) VACANCIES.—A vacancy in the member-
ship of the Commission shall be filled, not 
later than 30 days after the Commission is 
given notice of the vacancy, in the same 
manner in which the original appointment 
was made. Such a vacancy shall not affect 
the power of the remaining members to 
carry out the duties of the Commission. 

(7) COMPENSATION.—Members of the Com-
mission shall receive no additional pay, al-
lowances, or benefits by reason of their serv-
ice on the Commission. 

(8) EXPENSES.—Each member of the Com-
mission shall receive travel expenses and per 
diem in lieu of subsistence in accordance 
with sections 5702 and 5703 of title 5, United 
States Code. 

(d) STAFF AND SUPPORT SERVICES.— 
(1) EXECUTIVE DIRECTOR.— 
(A) APPOINTMENT.—The Chairperson shall 

appoint an executive director of the Commis-
sion. 

(B) COMPENSATION.—The executive director 
shall be paid the rate of basic pay for level V 
of the Executive Schedule under title 5, 
United States Code. 

(2) STAFF.—With the approval of the Com-
mission, the executive director may appoint 
such personnel as the executive director con-
siders appropriate. 

(3) APPLICABILITY OF CIVIL SERVICE LAWS.— 
The staff of the Commission shall be ap-
pointed without regard to the provisions of 
title 5, United States Code, governing ap-
pointments in the competitive service, and 
shall be paid without regard to the provi-
sions of chapter 51 and subchapter III of 
chapter 53 of such title (relating to classi-
fication and General Schedule pay rates). 

(4) EXPERTS AND CONSULTANTS.—With the 
approval of the Commission, the executive 
director may procure temporary and inter-
mittent services under section 3109(b) of title 
5, United States Code. 

(5) PHYSICAL FACILITIES.—The Adminis-
trator of the General Services Administra-
tion shall locate suitable office space for the 
operation of the Commission. The facilities 
shall serve as the headquarters of the Com-
mission and shall include all necessary 
equipment and incidentals required for the 
proper functioning of the Commission. 

(e) POWERS OF COMMISSION.— 
(1) HEARINGS AND OTHER ACTIVITIES.—The 

Commission may hold such hearings and un-
dertake such other activities as the Commis-
sion determines to be necessary to carry out 
its duties under this section. 

(2) STUDIES BY GAO.—Upon the request of 
the Commission, the Comptroller General 
shall conduct such studies or investigations 
as the Commission determines to be nec-
essary to carry out its duties under this sec-
tion. 

(3) COST ESTIMATES BY CONGRESSIONAL 
BUDGET OFFICE AND OFFICE OF THE CHIEF ACTU-
ARY OF THE CENTERS FOR MEDICARE & MED-
ICAID.— 

(A) IN GENERAL.—The Director of the Con-
gressional Budget Office or the Chief Actu-
ary of the Center for Medicare & Medicaid 

Services, or both, shall provide to the Com-
mission, upon the request of the Commis-
sion, such cost estimates as the Commission 
determines to be necessary to carry out its 
duties under this section. 

(B) REIMBURSEMENTS.—The Commission 
shall reimburse the Director of the Congres-
sional Budget Office for expenses relating to 
the employment in the office of the Director 
of such additional staff as may be necessary 
for the Director to comply with requests by 
the Commission under subparagraph (A). 

(4) DETAIL OF FEDERAL EMPLOYEES.—Upon 
the request of the Commission, the head of 
any Federal agency is authorized to detail, 
without reimbursement, any of the personnel 
of such agency to the Commission to assist 
the Commission in carrying out its duties 
under this section. Any such detail shall not 
interrupt or otherwise affect the civil service 
status or privileges of the Federal employee. 

(5) TECHNICAL ASSISTANCE.—Upon the re-
quest of the Commission, the head of a Fed-
eral agency shall provide such technical as-
sistance to the Commission as the Commis-
sion determines to be necessary to carry out 
its duties under this section. 

(6) USE OF MAILS.—The Commission may 
use the United States mails in the same 
manner and under the same conditions as 
Federal agencies and shall, for purposes of 
the frank, be considered a commission of 
Congress as described in section 3215 of title 
39, United States Code. 

(7) OBTAINING INFORMATION.—The Commis-
sion may secure directly from any Federal 
agency information necessary to enable it to 
carry out its duties under this section, if the 
information may be disclosed under section 
552 of title 5, United States Code. Upon re-
quest of the Chairperson of the Commission, 
the head of each such agency shall furnish 
such information to the Commission. 

(8) ADMINISTRATIVE SUPPORT SERVICES.— 
Upon the request of the Commission, the Ad-
ministrator of General Services shall provide 
to the Commission on a reimbursable basis 
such administrative support services as the 
Commission may request. 

(9) PRINTING.—For purposes of costs relat-
ing to printing and binding, including the 
cost of personnel detailed from the Govern-
ment Printing Office, the Commission shall 
be deemed to be a committee of Congress. 

(f) REPORT.—Not later than October 1, 2012, 
the Commission shall submit to the Presi-
dent and Congress a report and an implemen-
tation bill that shall contain a detailed 
statement of only those recommendations, 
findings, and conclusions of the Commission 
that receive the approval of at least 11 mem-
bers of the Commission. 

(g) TERMINATION.—The Commission shall 
terminate on the date that is 30 days after 
the date on which the report and implemen-
tation bill is submitted under subsection (f). 
SEC. ll03 CONGRESSIONAL CONSIDERATION OF 

REFORM PROPOSALS. 
(a) DEFINITIONS.—In this section: 
(1) IMPLEMENTATION BILL.—The term ‘‘im-

plementation bill’’ means only a bill that is 
introduced as provided under subsection (b), 
and contains the proposed legislation in-
cluded in the report submitted to Congress 
under section ll02(f), without modification. 

(2) CALENDAR DAY.—The term ‘‘calendar 
day’’ means a calendar day other than 1 on 
which either House is not in session because 
of an adjournment of more than 3 days to a 
date certain. 

(b) INTRODUCTION; REFERRAL; AND REPORT 
OR DISCHARGE.— 

(1) INTRODUCTION.—On the first calendar 
day on which both Houses are in session im-
mediately following the date on which the 
report is submitted to Congress under sec-
tion ll02(f), a single implementation bill 
shall be introduced (by request)— 
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(A) in the Senate by the Majority Leader 

of the Senate, for himself and the Minority 
Leader of the Senate, or by Members of the 
Senate designated by the Majority Leader 
and Minority Leader of the Senate; and 

(B) in the House of Representatives by the 
Speaker of the House of Representatives, for 
himself and the Minority Leader of the 
House of Representatives, or by Members of 
the House of Representatives designated by 
the Speaker and Minority Leader of the 
House of Representatives. 

(2) REFERRAL.—The implementation bills 
introduced under paragraph (1) shall be re-
ferred to any appropriate committee of juris-
diction in the Senate and any appropriate 
committee of jurisdiction in the House of 
Representatives. A committee to which an 
implementation bill is referred under this 
paragraph may report such bill to the respec-
tive House without amendment. 

(3) REPORT OR DISCHARGE.—If a committee 
to which an implementation bill is referred 
has not reported such bill by the end of the 
15th calendar day after the date of the intro-
duction of such bill, such committee shall be 
immediately discharged from further consid-
eration of such bill, and upon being reported 
or discharged from the committee, such bill 
shall be placed on the appropriate calendar. 

(c) FLOOR CONSIDERATION.— 
(1) IN GENERAL.—When the committee to 

which an implementation bill is referred has 
reported, or has been discharged under sub-
section (b)(3), it is at any time thereafter in 
order (even though a previous motion to the 
same effect has been disagreed to) for any 
Member of the respective House to move to 
proceed to the consideration of the imple-
mentation bill, and all points of order 
against the implementation bill (and against 
consideration of the implementation bill) are 
waived. The motion is highly privileged in 
the House of Representatives and is privi-
leged in the Senate and is not debatable. The 
motion is not subject to amendment, or to a 
motion to postpone, or to a motion to pro-
ceed to the consideration of other business. 
A motion to reconsider the vote by which 
the motion is agreed to or disagreed to shall 
not be in order. If a motion to proceed to the 
consideration of the implementation bill is 
agreed to, the implementation bill shall re-
main the unfinished business of the respec-
tive House until disposed of. 

(2) AMENDMENTS.—An implementation bill 
may not be amended in the Senate or the 
House of Representatives. 

(3) DEBATE.—Debate on the implementa-
tion bill, and on all debatable motions and 
appeals in connection therewith, shall be 
limited to not more than 20 hours, which 
shall be divided equally between those favor-
ing and those opposing the resolution. A mo-
tion further to limit debate is in order and 
not debatable. An amendment to, or a mo-
tion to postpone, or a motion to proceed to 
the consideration of other business, or a mo-
tion to recommit the implementation bill is 
not in order. A motion to reconsider the vote 
by which the implementation bill is agreed 
to or disagreed to is not in order. 

(4) VOTE ON FINAL PASSAGE.—Immediately 
following the conclusion of the debate on an 
implementation bill, and a single quorum 
call at the conclusion of the debate if re-
quested in accordance with the rules of the 
appropriate House, the vote on final passage 
of the implementation bill shall occur. 

(5) RULINGS OF THE CHAIR ON PROCEDURE.— 
Appeals from the decisions of the Chair re-
lating to the application of the rules of the 
Senate or the House of Representatives, as 
the case may be, to the procedure relating to 
an implementation bill shall be decided 
without debate. 

(d) COORDINATION WITH ACTION BY OTHER 
HOUSE.—If, before the passage by 1 House of 

an implementation bill of that House, that 
House receives from the other House an im-
plementation bill, then the following proce-
dures shall apply: 

(1) NONREFERRAL.—The implementation 
bill of the other House shall not be referred 
to a committee. 

(2) VOTE ON BILL OF OTHER HOUSE.—With re-
spect to an implementation bill of the House 
receiving the implementation bill— 

(A) the procedure in that House shall be 
the same as if no implementation bill had 
been received from the other House; but 

(B) the vote on final passage shall be on 
the implementation bill of the other House. 

(e) RULES OF SENATE AND HOUSE OF REP-
RESENTATIVES.—This section is enacted by 
Congress— 

(1) as an exercise of the rulemaking power 
of the Senate and House of Representatives, 
respectively, and as such it is deemed a part 
of the rules of each House, respectively, but 
applicable only with respect to the procedure 
to be followed in that House in the case of an 
implementation bill described in subsection 
(a), and it supersedes other rules only to the 
extent that it is inconsistent with such 
rules; and 

(2) with full recognition of the constitu-
tional right of either House to change the 
rules (so far as relating to the procedure of 
that House) at any time, in the same man-
ner, and to the same extent as in the case of 
any other rule of that House. 
SEC. ll04. AUTHORIZATION OF APPROPRIA-

TIONS. 
There are authorized to be appropriated 

such sums as may be necessary to carry out 
this subtitle for each of fiscal years 2012 
through 2013. 

SA 949. Mr. HARKIN submitted an 
amendment intended to be proposed by 
him to the bill S. 1, to amend title 
XVIII of the Social Security Act to 
make improvements in the medicare 
program, to provide prescription drug 
coverage under the medicare program, 
and for other purposes; which was or-
dered to lie on the table; as follows: 

At the end of subtitle B of title IV, add the 
following: 
SEC. ll. IMPROVED PAYMENT FOR CERTAIN 

MAMMOGRAPHY SERVICES. 
(a) EXCLUSION FROM OPD FEE SCHEDULE.— 

Section 1833(t)(1)(B)(iv) (42 U.S.C. 
13951(t)(1)(B)(iv)) is amended by inserting be-
fore the period at the end the following: ‘‘and 
does not include screening mammography 
(as defined in section 1861(jj)) and unilateral 
and bilateral diagnostic mammography’’. 

(b) ADJUSTMENT TO TECHNICAL COMPO-
NENT.—For diagnostic mammography per-
formed on or after January 1, 2004, for which 
payment is made under the physician fee 
schedule under section 1848 of the Social Se-
curity Act (42 U.S.C. 1395w–4), the Secretary, 
based on the most recent cost data available, 
shall provide for an appropriate adjustment 
in the payment amount for the technical 
component of the diagnostic mammography. 

(c) EFFECTIVE DATE.—The amendment 
made by subsection (a) shall apply to mam-
mography performed on or after January 1, 
2004. 

SA 950. Mr. PRYOR submitted an 
amendment intended to be proposed by 
him to the bill S. 1, to amend title 
XVIII of the Social Security Act to 
make improvements in the medicare 
program, to provide prescription drug 
coverage under the medicare program, 
and for other purposes; which was or-
dered to lie on the table; as follows: 

At the appropriate place, add the fol-
lowing: 
SEC. ll. EQUAL ACCESS TO COMPETITIVE 

GLOBAL PRESCRIPTION MEDICINE 
PRICES FOR AMERICAN PUR-
CHASERS. 

(a) DEFINITION OF COVERED PRODUCT.—In 
this section, the term ‘‘covered product’’ has 
the meaning given the term in section 804 of 
the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 384). 

(b) PROHIBITION.—It shall be unlawful for 
the manufacturer of a covered product or 
any other person that sells a covered product 
to refuse to sell to any wholesaler or retailer 
(or other purchaser representing a group of 
wholesalers or retailers) of covered products 
in the United States on terms (including 
such terms as prompt payment, cash pay-
ment, volume purchase, single-site delivery, 
the use of formularies by purchasers, and 
any other term that effectively reduces the 
cost to the manufacturer of supplying the 
drug) that are not substantially the same as 
the most favorable (to the purchaser) terms 
on which the person has sold or has agreed to 
sell the covered product to any purchaser in 
Canada. 

(c) ENFORCEMENT.—The Secretary of 
Health and Human Services, or any whole-
saler or retailer in the United States ag-
grieved by a violation of subsection (b), may 
bring a civil action in United States district 
court against a person that violates sub-
section (b) for an order— 

(1) enjoining the violation; and 
(2) awarding damages in the amount that 

is equal to 3 times the amount of the value 
of the difference between— 

(A) the terms on which the person sold a 
covered product to the wholesaler or re-
tailer; and 

(B) the terms on which the person sold the 
covered product to a person in Canada. 

(d) EFFECTIVENESS OF SECTION.—This sec-
tion takes effect on the date that is 2 years 
after the date of enactment of this Act, ex-
cept that this section shall not be in effect 
during any period after that date in which 
there is in effect a final regulation promul-
gated by the Secretary of Health and Human 
Services permitting the importation or re-
importation of prescription drugs under sec-
tion 804 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 384). 

f 

NOTICES OF HEARINGS/MEETINGS 

SUBCOMMITTEE ON PUBLIC LANDS AND FORESTS 
Mr. CRAIG. Mr. President, I would 

like to announce for the information of 
the Senate and the public that a hear-
ing has been scheduled before the Sub-
committee on Public Lands and For-
ests. 

The hearing that was originally 
scheduled for June 19, 2003 has been 
postponed and will now be held on 
Wednesday, June 25 at 2:30 p.m. in 
Room SD–366 of the Dirksen Senate Of-
fice Building. 

The purpose of this oversight hearing 
is to gain an understanding of the graz-
ing programs of the Bureau of Land 
Management and the United States 
Forest Service. The Subcommittee will 
receive testimony on grazing permit 
renewal, BLM’s potential changes to 
grazing regulations, range monitoring, 
drought and other grazing issues. This 
hearing will also provide the basis for 
other grazing hearings that we may 
want to undertake at the sub-
committee level as the year goes on. 

VerDate Mar 15 2010 21:38 Jan 14, 2014 Jkt 081600 PO 00000 Frm 00089 Fmt 0624 Sfmt 0634 E:\2003SENATE\S19JN3.REC S19JN3m
m

ah
er

 o
n 

D
S

K
C

G
S

P
4G

1 
w

ith
 S

O
C

IA
LS

E
C

U
R

IT
Y


		Superintendent of Documents
	2015-05-22T09:43:47-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




